Validation survey of the impact of urinary incontinence (IIQ-7) and inventory of distress urogenital (UDI-6) -the short scales -in patients with multiple sclerosis
Multiple sclerosis (MS) is an inflammatory demyelinating disease which affects the spinal cord (especially posterior cords), causing several symptoms, including urinary dysfunction, which affects up to 85% of the population 1, 2 , leading to a decline inequality of life (QOL) 3 . Urinary incontinence (UI) causes severe changes in patient's lives, making it stressful and debilitating and generate high morbidity, affecting the psychological, occupational, physical and sexual level 4 . For this reason, the International Continence Society (ICS) has recommended that quality life measurement assessment, included in all studies, as a complement to clinical measures 5 . The effectiveness of urinary incontinence's treatment has been usually assessed according to objective parameters (urodynamic study, absorbent test and stress test). These parameters, however, fail to evaluate the impact of the disease and its treatment cause from the patient's view.
Because of these difficulties, generic and specific questionnaires for measuring quality of life have been created to access both the subjective aspects of disease. The Impact Urinary Incontinence (IIQ-7) and Urogenital Distress Inventory (UDI-6) questionnaires were developed and combined to assess the impact of urinary incontinence on QOL 6 . Both questionnaires are recommended by ICS 7 . In Portuguese, there is no validated instrument that measures the impact of urinary incontinence. Thus, the aim of this study was to adapt and validate the IIQ-7 and UDI-6 in Brazilian population and to check its measurement properties so they can be used as a tool for evaluating the impact of urinary incontinence in patients Brazilians with multiple sclerosis.
METHOD Instrument
Questionnaires IIQ-7 and UDI-6 are composed by 30 and 19 questions, respectively, and although they have been evaluated and classified as effective in the evaluation of treatment effectiveness, they proved to be impractical due to long period of time to be answered 6 . Therefore, short versions of IIQ-7 and UDI-6, composed by 7 and 6 questions, respectively, were developed together to measure the impact of urinary incontinence. The UDI-6 can also be divided into three subscales: the first evaluates irritation symptoms (urgency, frequency and pain) (questions 1 and 2), the second stress symptoms (questions 3 and 4) and the third evaluates obstruction/discomfort or symptoms of voiding difficulty (questions 5 and 6). We also applied the Expanded Disability Status Scale -Kurtzke Expanded Functional Disability Scale (EDSS) to assess the progression of the disability caused by MS.
Translation and cultural adaptation
The translation, cultural adaptation and validation protocol was prepared according to some proposed steps on literature which addresses the methodology of translation of questionnaires into other languages 8 . Initially, the items of the English version were translated into Portuguese by two English teachers, independent Brazilians aware of the objective of this research. The two translations were compared by translators and researchers of the study and modifications were made to obtain a consensus. This translation was rendered into English by a native English teacher who was not part of the previous step. The comparison between the backtranslated English version and the original questionnaires (IIQ-7 and UDI-6) was performed and no significant discrepancies were noted.
For pretest analysis of cultural equivalence, a pilot study was conducted in which the scale was administered to a group of 11 MS patients, without cognitive impairment.
They were selected randomly at the Centre of Care and Treatment of Multiple Sclerosis of Santa Casa de Misericórdia of São Paulo (CATEM). The purpose of this process was to identify issues that were not understood by the population and therefore were deemed culturally inappropriate, however, no question was framed in these parameters. Thus the final versions of the scales translated into Portuguese, named IIQ-7-BR and UDI-6-BR were generated.
Subjects
140 patients with MS treated at CATEM, including 104 women and 36 men were selected. In the control group 71 healthy individuals -47 women and 24 men -were included. Patients with MS were randomly selected among CATEM patients. The inclusion criteria were: confirmed diagnosis of MS according to the revised McDonald criteria 2010 9 and no other pathological conditions suffer that can lead to UI. The exclusion criterion for individuals with MS was being in times of disease outbreak. The 71 healthy individuals were randomly selected among MS patients at CATEM whose exclusion criteria were having MS or other pathology which could cause UI.
The study was approved by the Ethics and Research of the Santa Casa de Sao Paulo Brotherhood (Project no. 072 / 12). All subjects were informed about the purpose of the study and signed a consent form.
The questionnaires were conducted in a quiet and private environment minimizing the possible constraints. Were collected socio demographic data (gender, age and education), disease duration and form of MS, neurological examination and EDSS. After 30 days, the same researcher performed the re-test with 55 patients with the aim of analyzing the stability and reliability of the scale.
Statistical analysis
The descriptive analysis was developed by the frequency of categorical variables and measures of position and dispersion of continuous variables. A multivariate analysis of variance was performed for socio-demographic data, disease duration and EDSS, to identify factors that could possibly influence the results of each dependent variable. The playability of the instrument was estimated by calculating the averages and standard of the final result and the partial results of each group of survey questions deviations. The results were calculated and compared between the control group and patients with MS in order to understand the significance of the final score.
To validate the instrument, the standards proposed by Instrument Review Criteria (SAC) to analyze the reliability, validity and sensitivity. The reliability of the questionnaire was assessed by internal consistency and test-retest stability, respectively obtained by Test Statistics Cronbach's alpha and Pearson correlation analysis. The validity of the instrument was assessed by comparing the questionnaire results in terms of another measure of clinical evaluation in case the EDSS, also by Pearson correlation. The sensitivity of the scale was assessed by comparing obtained results in four different groups: control group without UI, control group with UI, patients without UI and patients with UI. This subdivision was performed to evaluate the ability of the scale to identify each of these four groups, by applying the Mann-Whitney and Kruskal-Wallis tests.
The level of significance was 0.05 for all statistical tests. The statistical analysis program used was the Statistical Package for Social Sciences (SPSS) version 17.
RESULTS
211 individuals were evaluated -71 in control group and 140 patients with MS -by the UDI-6-BR and IIQ-7-BR. The sociodemographic and clinical data are shown in Table 1 . A multivariate analysis of variance showed that gender, age and education did not affect the results of both questionnaires and subsequent analysis of the results.
The internal consistency of the subscales and between 7 questions in IIQ-7-BR and 6 issues of UDI-6-BR, was assessed by Cronbach's alpha coefficient, being above 0.7, so the reliability is high for entire sample and separately for the control group and the MS group.
As for the stability of the IIQ-7-BR instrument, it was found a high level of reproducibility, with 94.31% concordance between the studied behaviors. The average test results was 4.26 (5.884) and the re-test 4.28 (5.977). The level of reproducibility of the UDI-6-BR was also high, with 93.33% concordance between the studied behaviors. The average test results was 5.49 (6, 130) 
In the validity analysis, it was determined an evaluation of the behavior of the domains of IIQ-7-BR and UDI-6-BR depending on the extent of Disability Status Expanded Scale (DEES), also using the Pearson correlation. Although other studies have demonstrated an association between DEES score and sexual dysfunction 10,11 no significant correlations were observed in this study, a consistent result with the Tzortzis work, et al. 12 . The sensitivity is a measure of the ability of the scale to identify groups with different characteristics. The study subjects were divided into four groups: control without Urinary Incontinence, control with Urinary Incontinence (UI), MS without UI and MS with Urinary Incontinence, according to the final scores in IIQ-7-BR and also the UDI-6-BR. The average scores of the groups were compared by applying the Mann-Whitney and Kruskal-Wallis tests. The results are shown in Tables 2, 3 , 4 and 5.
DISCUSSION
The translation and cultural adaptation of the instruments IIQ-7 and UDI-6 is very important in clinical practice, because the UI is an issue that affects the patient's quality of life. Everyday activities such as work, study, physical exercise and leisure become difficult to carry out and even generate embarrassing situations which might end up traumatizing the patient with MS. In addition, the UI can also lead to other problems such as psychological disorders (depression), infections and remoteness from social life. A recent review 13 reported a prevalence of 37%-99% of overactive bladder syndrome characterized by urgency, urinary frequency and/or other irritative symptoms, 34%-79% of obstructive symptoms and 25% with chronic urinary retention in patients with MS. Irritative symptoms and obstruction can coexist and can affect approximately 59% in men and 51% in women. Patients with MS have a higher prevalence of urinary incontinence than the general population, with over 70% of those affected. Symptoms of bladder dysfunction occur an average of six years after diagnosis of MS, but may be present in up to 10% of the initial patients.
As it is known, the UI problems are related to the areas of the anterior cingulate gyrus, with the route of the spinal cord and the medial prefrontal 14 area which are affected by the formation of MS plaques. The use of questionnaires is essential for sorting to be a way for the patient to express their anguish over what they feel, and added to the MRI, it becomes possible to draw a more accurate prognosis and treatments. There are also other ways to assess UI as voiding diaries, pad test and urodynamic parameters. These observations may reflect the severity of the loss, but do not express the changes in daily activities.
The psychometric properties of an instrument (reliability, validity, and sensitivity), either in their development or obligatory ensure that it is easy to apply, quantifiable, presents sensitivity and specificity and is adapted to the cultural and legal conditions in the country where if you want to use it 15 . Given the presented data, the use of the IIQ-7-BR and UDI-6-BR is very important for Portuguese language and Brazilian culture, because they are specific clinical questionnaires, which have psychometric properties and applicability in the development of populations in different countries, these important characteristics in selecting a questionnaire to the process of cultural adaptation and validation. All translations and back-translations were performed and evaluated semantically, experimental, idiomatic and conceptual view and few changes were made between the original and the translated questionnaires.
Both instruments of this study are presented according to the rules proposed by the Instrument Review Criteria 16 which states that the validation process of a QOL instrument for patients is applied to evaluate the data obtained internal consistency, reliability or stability of the instrument, validity and sensibility.
All these criteria had to be adequate as demonstrated by the good results. For example, the values of Cronbach's alpha coefficient, in which may vary from 0 to 1.0, and such that follows the variation between 0 and 0.6 corresponds to unsatisfactory reliability rule, from 0.6 to 0.7 reliability satisfactory and between 0.7 to 1.0 high reliability, in both questionnaires and in both groups, the internal consistency was high, maintaining the characteristics of the original scale, which demonstrates the truth of the homogeneity test after translation into the language Portuguese.
Each society has its own beliefs, acts, customs, behavior and social habits, these characteristics give people a guideline of who they are, how they should behave and what they should not do. These rules or concepts reflect the country's culture and also differentiates it from others. When we propose a translation of a questionnaire, this should be presented in simple and clear language for that population and keep equivalent with respect to their cultural concepts. Moreover, in situations where the primary goal is not the prolongation of life and specific methods of treatment response are flawed, as is the case of UI in patients with MS, the extent of impact on quality of life of these patients is imperative.
In conclusion, the translation of questionnaires IIQ-7-BR and UDI-6-BR, aim of this study have clinical easy applicability, good sensitivity, specificity and stability, similar to the fact already being used successfully in other countries, demonstrated well adapted to the Brazilian medical practice, and can be used in day-to-day care of patients with MS. Thus, proper evaluation of urinary incontinence allows a more individualized approach to their clinical and biopsychosocial consequences, favoring medical assessment and providing better therapeutic interventions.
